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DEPARTMENT  OF  HEALTH, 
EDUCATION.  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Part  1  ] 
HYPOAUERGENIC  COSMETICS 
Proposed  Definition 

Cosmetics  designated  as  “non-aller- 
genic”  appeared  in  the  market  place  in 
the  1930’s  when  it  became  known  that 
cosmetic  products  were  producing  aller¬ 
gic  reactions  in  some  users.  The  term 
“non-allergenic”  was  soon  abandoned  as 
misleading  because  it  implied  complete 
absence  of  allergenic  potential  (e.g.. 
Trade  Correspondence  No.  10,  August  2, 
1939,  on  file  in  the  office  of  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852),  and  was  replaced  with  the 
designation  “hypoallergenic”. 

The  dictionary  defines  “hypo”  to  mean 
“under”,  “beneath”,  “down”,  “less  than 
normal”,  of  “the  lowest  position  in  a 
series  of  compounds.”  The  term  “hypo¬ 
allergenic”  as  used  for  cosmetics  there¬ 
fore  was  meant  to  denote  that  hypoaller¬ 
genic  products  caused  fewer  reactions 
than  the  conventional  products.  The 
manufactmers  of  hypoallergenic  cos¬ 
metics  expected  to  reduce  the  number 
of  reactions  in  individuals  with  sensi¬ 
tive  skin  by  omitting  from  cosmetic  prod¬ 
ucts  certain  ingredients  which  were 
known  to  cause  reactions,  or  by  using 
ingredients  believed  to  be  of  higher  pu¬ 
rity  than  those  ordinarily  used  in  other 
products. 

Use  of  the  term  “hypoallergenic”  ex¬ 
panded  considerably  over  the  years, 
while  the  difference  between  “h3T)oaller- 
genlc”  cosmetics  and  those  not  so  labeled 
became  less  distinct  with  advancing 
knowledge  in  dermatology  and  cosmetic 
science.  Reactions  to  cosmetic  products 
have  become  rarer  than  they  once  were 
because  problem  ingredients  are  more 
readily  recognized  through  new  derma¬ 
tological  testing  procedures  and  can  be 
more  easily  avoided  in  cosmetic  formu¬ 
lations  because  of  the  availablhty  of 
many  substitutes  of  similar  chemical 
and  physical  properties. 

The  term  “hypoallergenic”  as  it  is  used 
today  by  the  cosmetic  industry  does  not 
have  a  imiform  and  well-defined  mean¬ 
ing.  Many  manufacturers  simply  omit 
known  problem  Ingredients  or  perfumes 
from  their  product  formulations.  Some 
manufacturers  perform  patch  testing 
with  the  finished  product  in  various  sizes 
of  panels  of  Individuals  and  according  to 
various  testing  procedures  and  label  their 
product  “hypoallergenic”  depending  upon 
the  results.  Some  manufacturers  use 
the  term  “hypoallergenic”  on  the  basis 
of  a  low  rate  of  true  allergic  reactions 
and  others  on  the  basis  of  all  adverse 
reactions  encountered  during  such  test¬ 
ing  or  reported  by  users  after  the  prod¬ 
uct  has  been  marketed. 

The  average  consiuner  lacks  sufficient 
medical  knowledge  to  distingviish  be¬ 
tween  a  reaction  that  results  from  al¬ 
lergenicity  (sensitization),  irritation,  or 
some  combination  of  these.  The  term 


“hypoallergenic”  is  applied  by  industry 
to  cover  a  wide  variety  of  concepts.  Thus, 
it  is  apparent  that  there  is  substantial 
imcertainty  and  confusion  about  the 
meaning  of  the  term  “hypoallergenic,” 
and  that  a  significant  number  of  persons 
believe  that  it  means  that  a  product  will 
result  in  fewer  adverse  reactions  of  all 
types,  without  distinguishing  among 
them.  This  is  particularly  Important  in 
view  of  the  tendency  for  self-diagnosis 
and  self-medication,  and  the  prevalent 
view  that  anything  is  worth  a  try  in 
solving  personal  health  problems,  foimd 
in  the  study  of  health  practices  and 
opinions  conducted  for  the  Food  and 
Drug  Administration.  Since  it  is  a  stand¬ 
ard  principle  that  support  must  be  avail¬ 
able  for  all  reasonable  interpretations  of 
an  ambiguous  or  imcertain  term,  the 
Commissioner  interprets  “hypoallergen¬ 
ic”  as  referring  to  fewer  total  reactions. 
The  Commissioner  requests  the  submis¬ 
sion  of  any  data  or  Information  that 
shows  that  consumers  do  not,  or  are  un¬ 
likely  to,  interpret  the  term  “hsrpoal- 
lergenic”  to  refer  to  all  types  of  adverse 
reactions,  and  that  consumers  under¬ 
stand  the  difference  and  are  able  to  dis¬ 
tinguish  between  allergic  (sensitization) 
and  irritation  reactions. 

There  is  no  general  agreement  of  the 
degree  of  reduction  in  the  frequency  of 
adverse  reactions  which  must  be  achieved 
before  a  product  may  be  properly 
labeled  “hypoallergenic”,  or  on  the  nature 
of  the  testing  needed  to  establish  the 
validity  of  such  a  claim.  Those  manu¬ 
facturers  of  “hypoallergenic”  cosmetics 
who  do  carry  out  clinical  testing  differ 
greatly  in  the  number  of  subjects  they 
consider  appropriate  for  such  tests,  and 
none  is  known  to  include  in  the  testing 
a  competitive  reference  product.  Neither 
the  degree  of  reduction  in  the  frequency 
of  reactions  between  the  reference  prod¬ 
uct  and  the  test  product  nor  the  number 
of  clinical  subjects  used  in  such  tests  may 
be  sufficient  to  be  representative  of  the 
total  population  and  hence  have  statisti¬ 
cal  significance. 

For  some  manufacturers,  the  ingredi¬ 
ent  Information  and  testing  service  they 
offer  to  physicians  on  their  “hypoal¬ 
lergenic”  products  represents  the  most 
important  distinguishing  characteristic 
of  these  products.  These  services  permit 
a  dermatologist  more  readily  to  identify 
a  problem  ingredient,  and  whether  or  not 
the  product  is  less  Ukely  to  produce  reac¬ 
tions  than  competing  products. 

The  CJommittee  on  CJutaneous  Health 
and  Cosmetics  of  the  American  Medical 
Association  has  stated  in  a  recent  com¬ 
munication  (letter  of  June  1,  1973,  on 
public  display  in  the  office  of  the  Hearing 
Cfierk)  that  the  term  “hypoallergenic"  as 
applied  to  cosmetics  has  outlived  its  use¬ 
fulness,  is  misleading,  and  should  be 
dropped  from  the  labeling  of  cosmetic 
products. 

Whatever  distinction  between  “hypo¬ 
allergenic”  and  conventional  products 
may  once  have  existed  appears  to  have 
become  markedly  obscured.  The  Com¬ 
missioner  acknowledges,  however,  that 
there  may  well  be  instances  when  a 
“hypoallergenic”  claim  as  it  is  conceived 


by  the  consiuner  today  is  valid.  In  view 
of  the  lack  of  adequate  quantitative  data 
on  the  extent  to  which  reactions  are 
reduced  in  frequency  by  cosmetics 
labeled  as  “hypoallergenic,”  and  because 
of  the  inconsistencies  in  the  meaning  of 
thbi  term  as  presently  used,  the  Commis¬ 
sioner  concludes  that  it  would  be  in  the 
best  interest  of  consumers  to  propose  a 
definition  for  the  term  “hypoallergenic” 
which  can  be  used  in  product  labeling  in 
a  meaningful  and  uniform  way.  Since  the 
term  “hsrpoallergenlc”  means  to  the  con¬ 
sumer  that  the  product  causes  fewer  ad¬ 
verse  reactions  than  other,  similar-use 
type  products,  the  Commissioner  pro¬ 
poses  that  this  criterion  be  adopted  as 
the  basis  for  a  definition  of  the  term. 

Other  terminology,  such  as  “allergy 
tested”,  “lower  rate  of  reactions”,  “safer 
for  sensitive  skin”,  or  phrases  containing 
such  words  as  “aUergy”,  “irritation”,  or 
“sensitivity”  in  their  text  denote  sub¬ 
stantially  the  same  claim  as  the  term 
"hsrpoallergenic”  or  imply  complete  ab¬ 
sence  of  allergenic  potential.  If  any  ter¬ 
minology  used  connotes  a  hypoallergenic 
claim,  the  requirements  imposed  upon 
use  of  the  term  “hypoallergenic”  must 
also  be  applied  to  these  similar  terms  or 
phrases.  Terms  and  phrases  implying 
that  the  cosmetic  is  nonallergenlc  or  free 
from  reactions  or  completely  safe  are 
deemed  to  be  false  or  misleading  and 
render  the  product  misbranded.  The 
Commissioner  does  not  propose  to  ban 
true  statements  that  such  products  have 
been  medically  tested  and  shown  to  be 
hypoallergenic. 

cnaims  of  hypoallergenlcity  made  for 
one  or  more  individual  ingredients,  even 
if  substantiated  individually  for  these  in¬ 
gredients,  is  deemed  misleading  unless 
the  product  Itself  is  proven  to  be  hypo¬ 
allergenic  pursuant  to  the  proposed  regu¬ 
lation.  The  characteristics  of  specific  in¬ 
gredients  do  not  necessarily  determine 
the  characteristics  of  the  end  product. 

There  is  currently  no  uniformly  ac¬ 
cepted  scientific  reference  standard 
against  which  the  reactions  resulting 
from  diverse  cosmetic  product  formula¬ 
tions  and  usages  can  be  assessed.  This 
product  diversity  dictates  that  each  cos¬ 
metic  usage  must  have  its  own  standard. 
Thus,  the  only  practical  standard  is  com¬ 
parison  of  a  product  with  other  competi¬ 
tive  similar  usage  products  under  the 
product  categories  specified  in  21  CfH 
172.5(c).  It  is  therefore  proposed  that  a 
claim  of  hypoallergenlcity  for  a  product 
shaU  be  considered  justified  on  the  basis 
of  a  statistically  significant  reduction  in 
total  adverse  reactions  when  compared 
with  competitive  products. 

A  manufacturer  or  distributor  who 
makes  any  claim  with  respect  to  the  at¬ 
tributes  of  his  product  as  compared  with 
competitive  products  is  required  by  law 
to  have  adequate  scientific  substantia¬ 
tion  for  that  claim  at  any  point  in  time. 
The  Commissioner  recognizes,  however, 
that  rigid  application  of  this  requirement 
would  preclude  the  marketing  of  hypo¬ 
allergenic  cosmetics  because  of  the  large 
amount  <A  continual  testing  that  would 
be  required.  Accordingly,  the  Commis¬ 
sioner  is  proposing  to  waive  this  require- 
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ment  under  the  following  conditions.  A 
claim  of  hypoallergenicity,  once  Justified 
by  the  type  of  scientific  testing  estab¬ 
lished  by  the  proposal,  will  be  deemed  to 
be  valid  for  a  period  of  five  years  from 
the  date  of  submission  of  the  results  of 
the  testing  to  the  Food  and  Drug  Ad¬ 
ministration,  if  there  is  no  subsequent 
change  in  the  formula  of  the  product,  if 
the  product  is  tested  against  the  refer¬ 
ence  product  or  products  specified  in  the 
proposal,  if  all  records  of  any  tests, 
results  and  evaluations,  irrespective  of 
their  outcome,  comparing  the  test  prod¬ 
uct  with  competitive  products  with  re¬ 
gard  to  frequency  of  adverse  reactions 
are  submitted  to  the  Food  and  Drug 
Administration  for  public  display,  and  if 
no  data  submitted  at  any  time  to  the 
Food  and  Drug  Administration  frorh 
other  sources  demonstrates  that  such 
claim  is  not  reasonably  applicable.  By 
obtaining  such  results  and  placing  them 
on  public  display,  the  Food  and  Drug 
Administration  will  be  encouraging  such 
testing  by  all  interested  persons  and  fos¬ 
tering  the  development  of  cosmetics  with 
the  lowest  possible  potential  for  adverse 
reactions.  Any  product  which  fails  to 
meet  any  of  these  conditions  will  be  sub¬ 
ject  to  the  existing  legal  requirement 
that  its  hypoallergenic  claim  must  be 
proved  against  all  existing  formulas  of 
competitive  products  in  the  marketplace 
at  every  point  in  time. 

In  order  properly  to  infer  that  a 
product  will  be  less  likely  to  cause  ad¬ 
verse  reactions  in  the  general  popula¬ 
tion  of  users  than  one  or  more  reference 
products,  it  is  essential  that  the  refer¬ 
ence  product (s)  represent  a  significant 
portion  of  users.  Where  a  small  munber 
of  products  in  a  given  iisage  category 
have  market  predominance,  the  sales 
leaders  will  represent  a  significant  por¬ 
tion  of  users  and  the  comparison  will  be 
with  one  of  such  sales  leaders.  The  pro¬ 
posed  regulation  also  provides  for  testing 
against  each  of  any  number  of  similar- 
use  products  representing  a  combined 
market  share  of  at  least  10  percent  of 
the  similar-usage  cosmetic  market, 
which  also  represents  a  significant  por¬ 
tion  of  users.  In  those  cases  where  more 
than  one  reference  product  is  required 
to  achive  the  10  percent  figure,  multiple 
comparisons  will  be  necessary. 

By  permitting  these  two  alternatives 
for  selection  of  reference  product  (s),  it 
is  anticipated  that  no  cosmetic  manu¬ 
facturer  will  have  undue  difficulty  in  de¬ 
ciding  on  reasonable  reference  products. 
Readily  available  market  research  data 
will  facilitate  the  selection  of  an  appro¬ 
priate  reference  product  (s). 

The  adverse  reaction  potential,  or 
lack  thereof,  of  an  ingredient  or  product 
can  be  readily  determined  through  the 
use  of  one  of  a  number  of  well-estab¬ 
lished  dermatological  testing  methods. 
Examples  of  recognized  testing  proce¬ 
dures  that  have  been  found  useful  for 
the  determination  of  irritation  and  sen¬ 
sitization  in  man  have  been  described 
in  Cosmetics,  Science  and  Technology,” 
Interscience  Publications,  Inc.,  New 
York,  NY,  1957,  chapter  49  “Sensitivity 
Testing,”  and  A.  M.  Kllgman,  “The  Iden¬ 


tification  of  Contact  Allergens  by  Human 
Assay,”  “Journal  of  Investigative  Derma¬ 
tology”  47:  369-409  (1966),  copies  of 
which  are  on  public  display  in  the  office 
of  the  Hearing  Clerk.  The  designation 
of  a  single  permitted  dermatological  test 
protocol  for  comparison  testing  is  not 
considered  necessary.  The  selection  of  an 
appropriate  testing  procedure  will  there¬ 
fore  be  at  the  discretion  of  the  investi¬ 
gator.  Any  recognized  procedure  will  be 
acceptable  for  the  purpose  of  justifying 
a  “hypoallergenic”  claim  as  long  as  the 
product  to  be  labeled  “hypoallergenic” 
and  the  reference  product  are  tested  in 
exactly  the  same  manner. 

Since  comparison  testing  is  utilized, 
any  shortcomings  in  the  test  method  will 
be  balanced  between  the  test  and  refer¬ 
ence  product.  However,  the  test  proced¬ 
ure  must  be  adequate  to  avoid  signifi¬ 
cant  bias  in  effects.  Comparison  testing 
may  involve  either  two  comparable 
human  subject  test  groups  or,  if  medical¬ 
ly  and  statistically  sound  under  the  cir¬ 
cumstances,  a  single  human  subject  test 
group  subjected  to  both  the  test  and 
reference  product  (paired  testing) . 

Paired  testing  requires  fewer  individ¬ 
uals  to  detect  the  same  response  differ¬ 
ence  statisticaly,  and  hence  is  more 
economical,  but  also  requires  a  more 
elaborate  data  collection  effort.  The 
choice  of  technique  is  therefore  left  to 
the  manufactmer. 

Cosmetic  industry  experience  indi¬ 
cates  that  the  frequency  of  adverse  re¬ 
actions  to  most  cosmetic  products  is  rela¬ 
tively  small  for  the  general  population  of 
users.  Thus,  if  comparison  tests  were 
made  utilizing  only  normal  subjects,  an 
impractically  large  number  of  subjects 
would  be  required  for  detection  of  a  sta¬ 
tistically  significant  difference  in  the 
relative  frequencies  of  reactions.  It  is 
therefore  appropriate  to  provide  for  the 
use  of  test  subjects  with  prior  histories 
of  reactions.  For  such  individuals,  the 
relative  frequency  of  reactions  would  be 
expected  to  be  greater  than  that  for 
normal  subjects,  particularly  if  they  are 
selected  on  the  basis  of  a  history  of  re¬ 
actions  to  similar-use  products.  Hence, 
the  number  of  subjects  required  to  dem¬ 
onstrate  a  statistically  sigrnificant  dif¬ 
ference  in  reactions  would  be  expected 
to  be  smaller.  Such  a*  choice  of  test  sub¬ 
jects  is  logical  since  hypoallergenic 
products  are  primarily  intended  for  use 
by  such  individuals. 

The  Commissioner  believes  that,  as 
with  all  research  on  human  subjects,  it 
is  essential  that  informed  consent  be  ob¬ 
tained  prior  to  a  subject’s  participation 
in  a  study  testing  for  reactions  to  cos¬ 
metics  and  that  the  study  protocol  or 
plan  be  reviewed  and  approved  by  a  local 
review  conunittee  established  to  super¬ 
vise  testing  on  human  subjects.  Because 
these  requirements  are  applicable  to  all 
human  testing  conducted  on  products 
subject  to  the  jurisdiction  of  the  Food 
and  Drug  Administration,  the  Commis¬ 
sioner  has  concluded  that  this  matter 
should  be  handled  on  a  comprehensive 
basis  rather  than  including  these  re¬ 
quirements  in  this  and  other  specific 
regulations  which  relate  to  a  limited  type 
of  testing  or  product. 


Although  comparison  testing  will  likely 
be  carried  out  on  subjects  with  an  ex¬ 
pected  higher-than-normal  relative  fre¬ 
quency  of  reactions,  the  required  number 
of  subjects  cannot  be  precisely  predicted 
in  advance.  The  number  of  subjects  re¬ 
quired  to  demonstrate  a  statistically  sig¬ 
nificant  difference  in  response  rates  de¬ 
pends  on  the  true  response  rates  for  the 
particular  product  usage.  A  uniform  re¬ 
quirement  on  the  number  of  test  subjects 
could  lead  to  results  which  would  not  be 
statistically  significant.  In  order  to  main¬ 
tain  a  common  baseline  for  what  consti¬ 
tutes  a  statistically  significant  difference, 
it  is  proposed  that  a  probability  level  for 
statistical  significance  of  95  percent  will 
be  required,  i.e.,  the  relative  frequency  of 
response  observed  for  the  test  product 
must  be  sufficiently  less  than  for  the  ref¬ 
erence  product  so  as  to  statistically  re¬ 
ject  the  hypothesis  of  no  difference  in 
relative  frequencies  at  the  5  percent  level 
of  significance. 

In  the  course  of  defining  what  consti¬ 
tutes  a  significant  difference  in  compara¬ 
tive  testing,  consideration  was  given  to 
both  the  numerical  difference  in  re¬ 
sponses  as  well  as  the  difference  with 
regard  to  the  degree  of  severity  of  an 
adverse  reaction.  Since  the  latter  is 
strongly  influenced  by  subjective  judg¬ 
ment,  and  readings  may  vary  consider¬ 
ably  from  one  investigator  or  test  to  the 
next,  and  since  a  rate  of  reaction  in  a 
test  application  is  not  necessarily  indica¬ 
tive  of  the  magnitude  of  a  reaction  imder 
conditions  of  use  of  the  product,  it  is 
proposed  that,  for  the  purpose  of  these 
studies,  severity  of  an  adverse  reaction 
should  not  be  given  statistical  consid¬ 
eration  and  that  any  response  be  defined 
as  meaning  exclusively  the  numerical  re¬ 
sponse. 

The  definition  of  the  term  “response” 
is  further  complicated  by  the  fact  that, 
in  the  case  of  multiple  product  applica¬ 
tions  in  the  coiuse  of  comparative  test¬ 
ing,  i.e.,  repeated  insult  patch  testing,  re¬ 
actions  may  occur  only  once  during  test¬ 
ing,  may  occur  only  occasionally  in  a  se¬ 
quence  of  applicaUons,  or  may  occm*  at 
various  stages  of  testing  and  then  persist 
during  the  remainder  of  the  test  series. 
Since  statistical  treatment  of  such  vari¬ 
ables  would  place  an  undue  bmden  on 
the  evaluation  process  and  not  provide 
significant  support  to  the  determination 
of  the  difference  in  responses  imder 
actual  conditions  of  use  of  the  prod- 
uct(s),  it  is  further  proposed  that,  for 
the  purpose  of  these  studies,  no  statisti¬ 
cal  consideration  be  given  to  the  time 
and  number  of  occurrences  of  adverse 
reactions  in  the  case  of  repeated  insult 
testing.  A  response  is  therefore  counted 
as  one  if  it  occurs  at  any  time  in  the 
course  of  repeated  insult  testing. 

Most  firms  distributing  cosmetics 
labeled  as  “hypoallergenic”  usually 
market  a  number  of  different  products 
with  this  label  designation.  For  this  rea¬ 
son,  and  because  of  the  complexity  of  the 
dermatological  testing  procedures  neces¬ 
sary  to  determine  the  Irritation  poten¬ 
tial,  and  more  so  the  allergenicity  of  a 
cosmetic  product,  the  Commissioner  pro¬ 
poses  to  permit  such  firms  to  continue 
use  of  a  “hypoallergenic”  claim  for  a  PC- 
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riod  of  two  years  before  this  regulation 
becomes  fully  effective.  This  time  period 
will  be  sufficient  to  conduct  test  studies 
sufficient  to  prove  or  disprove  the  “hypo¬ 
allergenic”  claim.  Any  claim  disproved 
during  that  period  must,  of  course, 
promptly  be  discontinued. 

Qualitative  and  quantitative  changes 
in  a  formulation,  including  changes  in 
the  purity  or  composition  of  the  cos¬ 
metic  ingredients  which  were  used  at 
the  time  of  testing,  or  any  other  changes 
in  the  manufacture  and  packaging  of 
the  cosmetic  which  would  be  likely  to 
affect  the  product’s  composition  or  sta¬ 
bility,  will  invalidate  a  “hypoallergenic” 
claim  supported  by  testing.  'The  changed 
formulation  must  then  again  meet  all  of 
the  applicable  requirements  of  the  regu¬ 
lation. 

If  a  “hypoallergenic”  claim  is  initially 
supported  by  testing,  and  is  then  dis¬ 
proved  by  subsequent  testing,  a  recall  of 
the  product  from  the  market  will  not 
be  required.  In  some  Instances,  e.g., 
where  a  second  manufacturer  conducts 
a  test  and  obtains  data  that  conflicts 
with  the  “hjTX)allergenlc”  cosmetic  man¬ 
ufacturer’s  test,  it  may  or  may  not  be 
necessary  to  conduct  additional  testing 
in  order  to  determine  the  validity  of 
the  claim.  ’The  Food  and  Drug  Admin¬ 
istration  will  determine,  upon  review  of 
any  data  which  questicm  the  validity  of 
a  “h3TJoallergenic”  claim,  whether  addi¬ 
tional  testing  is  required  to  resolve  the 
issue.  If  additional  testing  is  determined 
to  be  necessary,  the  manufactiu'er  of  the 
“hsTpoallergenic”  product  will  be  pro¬ 
vided  30  days  to  make  a  commitment  to 
undertake  such  testing.  If  such  an  vmder- 
taklng  is  made,  the  manufacturer  will 
then  have  150  days  to  complete  the  test¬ 
ing  and  to  submit  the  results.  Any  dis¬ 
pute  with  respect  to  the  proper  interpre¬ 
tation  of  such  tests  shall  be  resolved  in 
writing  by  the  Commissioner. 

1.  Because  of  the  complexities  involved 
in  establishing  a  workable  definition  of 
“hypoallergenic”  cosmetics,  the  Com¬ 
missioner  wishes  to  have  the  comments 
of  all  interested  persons  regarding  the 
definitkxn  herein  proposed.  In  order  to 
encourage  fuller  discussion  and  com¬ 
ment,  he  is  publishing  the  views  on  this 
subject  as  submitted  recently  to  the 
PDA  by  the  Cosmetic,  Toiletry  and  Fra¬ 
grance  Association  (CTPA)  and  by 
Almay  Corporation,  notwithstanding  the 
fact  that  they  are  not  in  the  form  of 
specific  regulatory  proposals.  A  copy  of 
their  ccnnmunications  Is  cm  public  display 
in  the  office  of  the  Hearing  Clerk. 

a.  CTFA  states  as  follow : 

The  development  and  marketing  of  cos¬ 
metic  products  which  are  designed,  formu¬ 
lated,  tested,  marketed,  manufactured  and 
monitored  for  the  purpose  of  minimizing 
the  Incidence  for  allergic  response  to  the 
product  in  (a)  Individuals  with  a  hlstcMy 
of  allergic  reaction  and  (b)  to  the  normal 
population,  serves  an  lmp<»1;ant  public 
Interest. 

Members  of  the  public  who  suffer  from  a 
history  of  allergic  reactions  have  a  valid  and 
Important  interest  in  being  able  to  identify 
those  cosmetic  products  for  which  special 
steps  are  taken  to  reduce  the  incidence  of 
allergic  reaction. 


Similarly,  members  of  the  public  generally 
who  wish  to  minimize  the  incidence  of  an 
aUergic  reaction  should  be  permitted  to  do 
so.  It  is  therefore  in  the  public  Interest  to 
encourage  the  development  and  marketing 
of  such  special  products  and  to  identify 
those  products  to  consxuners. 

Of  course,  manufacturers  and  distributors 
of  cosmetic  products  haVe  a  built-in  incen¬ 
tive  to  reduce  the  potential  fm*  allergic  reac¬ 
tions  to  any  cosmetic  products.  But  there  is 
no  demostrated  need  nor  is  it  practicable  for 
the  minimizing  of  allergic  reactions  to  be  an 
overriding  consideration  in  all  aspects  of  pro¬ 
duction  and  marketing  of  every  cosmetic 
product.  In  particular.  It  is  neither  reason¬ 
able  nor  necessary  for  every  cosmetic  product 
to  be  designed  for  highly  allergic  persons,  at 
least  when  such  persons  are  protected  by 
identification  of  those  cosmetic  products 
which  are  especially  designed  to  minimize 
allergic  reactions. 

To  protect  consumers  with  a  history  of 
allergic  reactions  and  to  c^er  a  choice  to 
other  members  of  the  public,  it  is  desirable 
to  establish  a  definition  of  “hypoallergenic” 
and  similar  terms  as  applied  to  cosmetic 
products.  CTPA  proposes  adoption  of  the  fol¬ 
lowing  definitloh^  which  covers  all  aspects 
of  the  delivery  of  such  cosmetic  products 
to  the  public — manufactiiring,  formulation, 
testing,  marketing  and  monitoring. 

This  definition  of  “hypoallergenic”  goes  be¬ 
yond  defining  the  obligations  of  the  manu¬ 
facturer  and/or  distributor  with  respect  to 
the  product  Involved.  It  provides  for -the 
establishment  of  an  e]q>ert  panel  of  scien¬ 
tists,  composed  of  members  of  Industry  and 
academia,  to  determine  appropriate  predic¬ 
tive  skin  testing  methods  for  hypoallergenic 
products.  CTFA  anticipates  that  such  a  panel 
could  be  appointed  and  could  develc^  appro¬ 
priate  standards  and  testing  procedures 
within  a  few  months  after  adoption  of  the 
proposed  definition.  Develc^ment  of  such 
standards  and  tests  would  assure  that  effCNrts 
made  by  manufacturers  and/or  distributors 
to  develop  hypoallergenic  products  for  con¬ 
sumers  who  need  or  desire  them  would  be 
judged  by  objective,  scientifically  deter¬ 
mined  standards  and  tests. 

A  product  labeled  hypoallergenic  or  one 
using  terms  having  similar  meaning  is  one 
designed,  formulated,  tested,  manufactured, 
marketed  and  monitored  for  the  purpose  of 
minimizing : 

1.  The  incidence  of  allergic  response  in 
individuals  with  a  history  of  allergic 
reactions. 

2.  The  risk  of  allergic  induction  to  the 
normal  population. 

To  accomplish  this,  the  product  is  formu¬ 
lated  using  ingredients  with  a  low  allergic 
Inducing  capability.  Prior  to  marketing,  the 
product  is  subjected  to  predictive  skin  test¬ 
ing  to  determine  its  degree  of  allergic  poten¬ 
tial.  Such  tests  must  demonstrate  the 
product’s  low  allergic  potential. 

A  constant  monitoring  of  consumer  prod¬ 
uct  experience  must  take  place.  It  is 
Incumbent  upon  the  manufacturer  and/or 
distributor,  as  appropriate,  to  encourage 
consumer  and  phi^cian  cooperation  in  this 
monitoring  effort. 

An  expert  panel  of  scientists,  composed  of 
members  of  Industry  and  academia,  will  be 
convened  under  CTFA  auspices  to  determine 
iqiprc^riate  methods  for  predictive  skin  test¬ 
ing  of  hypoallergenic  products. 

b.  Almay  Corporation  objects  to  any 
requirement  that  “hypoallergenic”  cos¬ 
metics  be  tested  for  their  allergenicity 
against  standard  marketed  cosmetics  for 
which  no  such  claim  is  made.  The  com¬ 
pany  states  that  such  an  approach  is  im¬ 
practical  and  imenforceable.  A  manu¬ 


facturer  would  be  unable  to  determine 
whether  competing  products  had 
changed  their  formula  or  whether  the 
competing  products  against  which  its 
own  products  were  tested  are  even  a  rep- 
resraitative  batch  of  the  competitive 
product.  A  competing  product  which  was 
in  fact  “hypoallergenic”  might  choose  not 
to  make  that  claim,  thus  denying  the  use 
of  the  claim  for  any  cosmetic  in  that 
product  category.  Almay  expresses  con¬ 
cern  that  a  requirement  of  comparative 
testing  could,  because  of  these  problems, 
deprive  the  consumer  of  a  ready  means 
for  differentiating  between  a  product 
that  is  hypoallergenic  and  one  that  is 
not.  The  company  agrees  that  a  Stand¬ 
ard  for  hypoallergenic  cosmetics  is  desir¬ 
able  but  opposes  comparative  testing. 
The  company  suggests  the  following  al¬ 
ternative  approach: 

A  product  labeled  hypoallergenic  or  one  us¬ 
ing  terms  having  similar  meaning  Is  one 
designed,  formulated,  marketed  and  moni¬ 
tored  for  the  purpose  of  minimizing: 

1.  The  Incidence  of  allergic  response  In  In¬ 
dividuals  with  a  history  of  allergic  recu;tions. 

2.  The  risk  of  allergic  induction  to  the  nor¬ 
mal  population. 

In  addition,  because  the  consumer  does 
not  have  a  technical,  precise  understand¬ 
ing  of  the  term  hypoallerg^ic  as  applied 
to  cosmetics,  a  product  so  labeled  must 
demonstrate  a  minimum  irritancy  cwn- 
mensurate  with  the  product  function. 

To  fulfill  the  requirement  of  the  above 
definition  the  following  types  of  studies 
must  be  performed: 

I.  Allergic  contact  dermatitis  test.  The 
first  category  of  tests  is  to  determine  the 
potential  to  cause  allergic  contact  der¬ 
matitis.  This  is  a  dermatitis  occurring  in 
certain  individuals  who  develop  an  im- 
munologioally  mediated  respionse  to  con¬ 
tact  with  some  chemical  substances. 

The  standard  method  for  predicting  a 
propensity  of  a  substance  to  produce  al- 
ler^c  contact  dermatitis  is  <me  or  an¬ 
other  variant  of  the  classic  Dralze  test. 

The  standard  assay  Involves  the  use  of 
approximately  200  subjects  who  are  ex¬ 
pired  for  approximately  24-48  hours  to  a 
patch  test  made  with  an  occlusive  patch. 
A  new  patch  is  applied  three  times 
weekly,  for  a  total  of  ten  applications, 
which  is  followed  in  turn  by  a  rest  pe¬ 
riod,  with  a  final  challenge  patch  test. 

The  limitations  involved  with  the  use 
of  such  an  assay  can  be  significantly 
minimized  if  the  person  under  whose 
supervisiMi  the  tests  are  being  run  has  an 
overall  view  of  the  entire  hsrpoallergenlc 
cosmetic  formulation.  This  will  decrease 
the  likelihood  of  a  false  negative 
response.  In  other  words,  if  such  a  person 
has  before  him  the  existing  data  on  the 
ingredients  in  a  hypoallergenic  cosmetic 
and  if  he  is  experienced  in  the  conduct  of 
this  test,  it  should  be  permissible  to  feel 
confident  that  he  has  avoided  the  likeli¬ 
hood  of  false  negative  responses. 

n.  Photoallergic  contact  dermatitis 
test.  ’This  dermatitis  refers  to  an  allergic 
contact  dermatitis  condition  that  is 
usually  dependent  on  or  relates  to  ex¬ 
posure  to  ultra-violet  rays.  A  method  for 
evaluating  this  potential  for  causing 
dermatitis  is  to  add  ultra-violet  light  to  a 
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standard  predictive  test  for  allergic  con¬ 
tact  dermatitis.  This  is  usually  per¬ 
formed  on  25  subjects. 

m.  Assay  for  potential  irritancy.  Ir¬ 
ritancy,  as  far  as  it  relates  to  the  problem 
at  hand,  may  be  defined  as  the  ability  of 
a  particular  substance  to  produce  a  der¬ 
matitis  by  contact  unrelated  to  the  pre^ 
ence  of  an  immimologic  mechanism.  An 
appropriate  assay  to  determine  the  low 
irritancy  potential  for  each  hypoaller¬ 
genic  cosmetic  must  be  performed.  There 
are  many  proven  and  acceptable  tests 
which  can  be  employed  to  determine  ir¬ 
ritancy. 

Such  an  assay  must  take  into  account 
the  function  and  recommended  usages  of 
the  product. 

rv.  Phototoxicity  test.  Phototoxicity 
may  be  defined  as  a  non-antibody  medi¬ 
ated  dermatitis  due  to  the  exposure  of  an 
individual  to  a  particular  substance  and, 
in  addition,  to  ultra-violet  light. 

The  method  for  demonstrating  the 
presence  or  absence  of  potential  photo¬ 
toxicity  Is  to  apply  the  test  substance  to 
the  skin  and  then  to  irradiate  the  skin 
with  nonerythrogenic  rays.  This  test  may 
convMiiently  and  reliably  be  performed 
on  a  variety  of  animals,  although  the  test 
procedmes  can  also  be  performed  on  man. 
If  the  test  is  performed  on  man,  it  is 
necessary  to  remove  part  of  the  stratum 
comeiun  in  order  to  obtain  a  positive 
result.  In  either  event,  whether  animals 
or  humans  are  used,  only  a  small  number 
(5  to  8)  are  required  and  the  assay  is  so 
straightforward  and  reliable  that  it 
should  remove  the  possibility  of  photo- 
toxioity  occurring  with  a  given  hypo¬ 
allergenic  cosmetic. 

V.  Use  test.  Finally,  it  is  incumbent 
upon  the  manufacturer  to  perform  an 
appropriate  use  test  as  well  as  conduct¬ 
ing  a  continuing  literature  review. 

The  use  of  the  above  procedures,  if 
properly  completed  by  the  qualified  ex¬ 
perts,  will  develop  reliable  data  by  which 
it  can  be  determined  whether  a  par¬ 
ticular  cosmetic  might  be  less  likely  to 
cause  the  most  prevalent  dermatitis 
conditions  present  among  the  consuming 
public. 

2.  The  Commissioner  also  wishes  to 
Invite  the  views  of  interested  persons  on 
the  following  recommendation  made  by 
the  Bureau  of  Consiuner  Protection  of 
the  Federal  Trade  Commission  (FTC)  in 
a  letter  commenting  on  a  draft  of  the 
proposed  regulation.  The  letter  is  on 
public  display  in  the  olBBce  of  the  Hearing 
Clerk. 

Although  the  reformulation  of  a  product 
making  a  hypoallergenic  claim  will,  under 
subparagraph  (3)  (11),  require  evidence  that 
the  new  formulation  also  Is  hypoallergenic, 
the  rule  Is  silent  on  the  effects  of  reformula¬ 
tion  of  the  reference  product  (s) .  Reformula¬ 
tion  of  the  reference  product  to  reduce  its 
allergy-causing  potential  could,  of  course, 
remove  the  basis  for  a  hypoallergenic  prod¬ 
uct's  claim.  I  suggest  that  subparagraph  3(11) 
of  the  rule  be  expanded  to  require  that  a 
manufacturer  making  the  hypoallergenic  re¬ 
test  Its  product  against  a  reformulated  refer¬ 
ence  within  a  reasonably  brief  time  (e.g.,  8 
months)  after  It  learns  at  the  reformulation. 
Whether  a  manufacturer  may  reasonably  be 


required  to  monitor  reference  product 
reformulations,  whether  the  self-interest  of 
reference  product  manufacturers  will  In^l 
them  to  give  notice  of  reformulatlmi.  and 
whether  such  notice  should  be  given  to  FDA 
involve  matters  of  technical  and  econcMnic 
Judgment  which  FDA  is  In  the  best  position 
to  exercise.  I  have  therefore  suggested  no 
specific  language  for  the  amended  subpara¬ 
graph  3(11). 

Subparagraph  6  of  the  rule,  as  presently 
drafted,  treats  such  absolute  terms  as  “safe 
for  sensitive  skin”  or  “medically  proven” 
as  equivalent  to  “hypoallergenic.”  Such 
terms,  however,  may  imply  absolute  safety — 
which  Implication  cannot  be  supported 
merely  by  a  showing  that  the  product  Is 
less  allergenic.  Since  these  terms  may  Imply 
a  “complete  absence  of  allergenic  poten¬ 
tial”  (Preamble)  they  shoiild  1^  considered 
equivalent  to  claims  of  “nonailergenic,”  and 
render  the  product  misbranded. 

Terms  such  as  “dermatologically  tested” 
or  “allergy  tested”  may  be  literally  true  for 
a  product  that  conforms  with  the  require¬ 
ment  of  the  rule.  Nevertheless,  such  terms 
may,  depending  upon  how  they  are  made, 
also  Imply  a  greater  degree  of  safety  than  a 
manufacturer  has  documented.  While  1  agree 
that,  at  a  minimum,  such  terms  must  be 
supported  by  evidence  conforming  with  the 
rule,  I  do  not  believe  that  they  should  be 
insulated,  as  the  present  draft  would  now 
Insulate  them,  from  the  misbranding  pro¬ 
visions  of  the  Federal  Food,  Drug,  and  Ck>s- 
metlc  Act.  The  preamble  should  so  state  and 
subparagraph  6  should  be  amended  to  read; 

“Terms  and  phrases  such  as  ‘dermatolog¬ 
ically  tested,’  ‘allergy  tested,’  and  similar 
or  related  claims  subject  a  cosmetic  to  all 
the  requirements  of  this  paragraph.  Such 
terms  and  phrases  may  nevertheless  render 
a  product  misbranded  If,  In  the  manner  In 
which  they  are  made,  they  have  the  capacity 
or  tendency  to  Imply  that  the  product  Is 
‘nonailergenic.’  Terms  and  phrases  such  as 
‘medically  proven’  or  ‘safe  for  sensitive  skin’ 
cannot  be  Justified  by  a  showing  that  the 
product  is  “hypoallergenic”  and  may  render 
the  product  misbranded.” 

As  you  know,  FTC  case  law  bolds  that  an 
unqualified  claim  of  superiority,  such  as 
“less  allergenic,”  Is  likely  to  be  understood 
by  consumers  as  a  comparison  to  “most” 
other  products  or  to  competitive  products 
“generally.”  “Liggett  &  Myers  Tobacco  Co.,” 
55  F.T.C.  354  (1958).  Yet  the  rule,  as  pres¬ 
ently  drafted,  would  permit  an  unqualified 
“less  allergenic”  claim  to  be  made,  based 
on  a  showing  that  the  product  is  less  aller¬ 
genic  than  10  percent  or  less  of  competing 
products.  Such  claims  are  thus  potentially 
deceptive  or  misleading  under  section  5  and 
section  12  of  the  FTC  Act.  To  avoid  such  po¬ 
tential  deception,  I  believe  that  products 
making  a  hypoallergenic  claim  should  be  re¬ 
quired  to  define.  In  labeling,  their  hypo¬ 
allergenic  claim  by  specifically  stating  that 
the  product  is  “less  likely  to  cause  allergic 
reactions  than  some  competing  products.” 

I  recognize  thal!  manufacturers  of  many 
products  may  have  been  using  similar  types 
of  misleading  “dangling  comparatives”  for 
years  without  active  challenge.  But  merely 
because  an  abuse  Is  widespread  does  not  mean 
that  It  should  be  Ignored  when  It  arises 
In  a  specific  area  that  has  been  singled  out 
for  FDA  regulation.  In  such  circumstances 
failure  to  require  a  label  disclosure  that  ade¬ 
quately  qualifies  the  claim  may  be  construed 
as  implicit  approval  of  the  practice. 

Moreover,  while  hjrpoallergenlc  cosmetics 
may  be  promoted  to  the  public  generally, 
hypoallergenic  products  are,  as  the  preamble 
recognizes,  “primarily  Intended”  for  the  rel¬ 
atively  small  group  of  consumers  who  have 
suffered  allergic  reactions  In  the  past.  It  is 


my  imderstanding  that  allergic  reactions  are 
reactions  to  q>ecillc  Ingredients,  not  to  prod¬ 
ucts  as  a  whole.  Fmr  consumers  who  have  had 
such  reactions,  the  hypoallergenic  designa¬ 
tion  Is  not  a  substitute  for  the  advice  at  a 
competent  physician.  I  recognize  that  persons 
may  be  allergic  to  a  variety  of  products,  not 
limited  to  cosmetics,  and  that  a  case  may  be 
made  for  requiring  label  warnings  on  all 
products  that  may  be  used  by  allergic  con¬ 
sumers.  Hypoallergenlcs  raise  the  Issue  quite 
squarely,  however,  because  they  are  promoted 
specifically  to  an  allergic  audience.  I  believe 
a  label  statement,  suggesting  that  consumers 
with  prior  allergic  reactions  to  cosmetics 
consult  their  physician,  be  Included.  The 
label  statement  would  read: 

“Less  likely  to  cause  allergic  reactions  than 
some  competing  products.  If  you  have  a  his¬ 
tory  of  allergic  reactions  to  cosmetics,  your 
physician  can  recommend  cosmetics  most 
suitable  for  you.” 

The  reference  set  forth  earlier  in  the 
preamble  togeUier  with  the  following  ad¬ 
ditional  supportive  data  and  background 
information  have  been  assembled  and 
are  on  display  in  the  office  of  the  Hear¬ 
ing  Clerk: 

1.  List  of  complaints  on  hypoallergenic 
cosmetics  received  by  the  Food  and  Drug  Ad¬ 
ministration  during  the  period  1969  through 
1973. 

2.  Summaries  of  complaints  on  hypo¬ 
allergenic  cosmetics  received  by  the  Food 
and  Drug  Administration  dtiring  the  year 
1973. 

3.  Two  letters  on  h3q>oallergenic  cosmetics 
received  from  consumers  by  the  Food  and 
Drug  Administration. 

4.  Two  letters  on  hypoallergenic  cosmetics 
received  from  industry  by  the  Food  and 
Drug  Administration. 

5.  Final  Report  on  A  Study  of  Health 
Practices  and  Operations,  contract  no.  FDA 
66-193  (June  1972). 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  602(a),  701(a).  52 
Stat.  1041,  1054  as  amended,  and  1055; 
(21  U.S.C.  321  (n),  362(a),  371(a))  and 
under  authority  delegated  to  him  (21 
CFR  2.120),  the  Commissioner  of  Food 
and  Drugs  proposes  to  amend  §  1.201  of 
Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations  by  adding  thereto  a 
new  paragraph  (c)  to  read  as  follows: 

§  1.201  Cosnirlio;  labeling;  misbrand¬ 
ing. 

«  *  •  «  • 

(c)  A  cosmetic  may  be  designated  in 
its  labeling  by  words  that  state  or  imply 
that  the  product  or  any  ingredient 
thereof  is  “hypoallergenic”  if  it  has  been 
shown  by  scientific  studies  that  the  rela¬ 
tive  frequency  of  adverse  reactions  in 
human  subjects  from  the  test  product 
is  significantly  less  than  the  relative 
frequency  of  such  reactions  from  each 
reference  product(s) . 

(1)  For  the  purpose  of  these  studies, 
the  term  “adverse  reactions”  means  any 
epidermal  reaction,  of  imdefined  degree 
of  severity,  occurring  on  a  subject  dur¬ 
ing  the  course  of  a  study  Involving  one 
or  multiple  dermal  applications  of  the 
test  material. 

(2)  The  studies  shall  be  carried  out 
on  human  subjects.  Such  subjects  may 
be  chosen  from  individuals  who  have  a 
history  of  adverse  reactions.  If  separate 
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groups  of  subjects  are  tised  for  the  test 
product  and  the  reference  product,  the 
subjects  shall  be  assigned  at  random  to 
each  group. 

(3)  The  studies  shall  be  conducted  In 
accordance  with  recognized  dermatologi¬ 
cal  testing  procedures  adequate  to  de¬ 
termine  adverse  reactions.  In  order  to 
support  a  rJaim  of  hypoallergenlclty,  the 
relative  frequency  of  response  observed 
for  the  test  product  shall  be  sufiBciently 
less  than  that  for  the  reference  product 
so  as  to  statistically  reject  the  hs^wthe- 
sis  of  no  difference  in  relative  frequen¬ 
cies  at  the  5  percent  level  of  significance. 

(4)  A  claim  of  hypoallergenicity  which 
has  been  justified  by  the  requirements  of 
this  paragraph  shall  be  valid  for  a  period 
of  five  years  from  the  date  of  the  com¬ 
pletion  of  the  required  testing  if  each 
of  the  following  conditions  is  met: 

(i)  The  reference  product(s)  is: 

(o)  Any  one  of  the  similar-use  com¬ 
petitive  products  in  the  same  cosmetic 
product  category  with  the  highest  three 
rankings  as  determined  by  the  most  re¬ 
cent  annual  imit  sales  voliune;  or 

(b)  Each  of  any  number  of  similar- 
use  competitive  products  in  the  same 
cosmetic  product  category  representing 
a  combing  market  share  of  at  least  10 
percent  of  the  similar  usage  cosmetic 
market. 

(ii)  There  is  no  change  in  the  formula 
of  the  product  for  which  the  claim  is 
made.  Any  change  in  the  formula  of  a 
product  for  which  such  a  claim  is  made 
requires  that  the  reformulated  product 
again  meet  all  of  the  requirements  of 
this  paragraph. 

(lii)  All  records  of  any  tests,  results, 
and  evaluations  conducted  pursuant  to 
the  provisions  of  this  paragraph,  irre¬ 
spective  of  the  results,  are  submitted  to 
the  Food  and  Drug  Administration  prior 
to  commercial  distribution  of  a  new 
product  or,  in  the  case  of  products  cur¬ 
rently  in  commercial  distribution  in  ac¬ 
cordance  with  subparagraph  (6)  (1)  of 
this  paragraph,  as  soon  as  completed. 
The  submission  shall  be  accompanied  by 
a  statement,  signed  by  the  person  re¬ 
sponsible  for  the  submission,  that  to  the 
best  of  his  knowledge  and  belief  it  in¬ 
cludes  all  of  the  tests,  results,  and  evalu¬ 


ations  comparing  the  product  to  other 
products  with  reference  to  frequency  of 
adverse  reactions  (except  for  other  data 
previously  submitted).  All  such  infor¬ 
mation  shall  promptly  be  placed  on  pub¬ 
lic  display  In  the  office  of  the  Hearing 
Clerk. 

(iv)  No  data  submitted  at  any  time  to 
the  Food  and  Drug  Administration  by 
the  manufacturer  or  any  other  interested 
person  demonstrates  that  such  claim  is 
not  reasonably  applicable. 

(5)  No  cosmetic  shall  be  shipped  in  in¬ 
terstate  commerce  with  a  claim  of  hypo¬ 
allergenicity  after  a  determination  that 
such  a  claim  is  not  supported.  A  recall  of 
already-marketed  products  shall  not  be 
required  solely  because  of  a  determina¬ 
tion  that  a  claim  of  h3ix>allergenicity  is 
not  supported. 

(6)  If  any  test  conducted  by  the  manu- 
factiirer  of  a  product  for  which  a  claim 
of  hypoallergenicity  is  made  or  by  any 
other  interested  person  raises  questions 
about  the  validity  of  such  claim,  the 
Commissioner  shall  determine  if  addi¬ 
tional  testing  is  necessary  to  resolve  the 
issue  and  shall  so  advise  the  manufac¬ 
turer  of  the  product  in  writing. 

(i)  If  the  Commissioner  determines 
that  additional  testing  is  necessary,  the 
manufacturer  of  the  product  shall  be 
provided  30  days  within  which  to  submit 
a  commitment  to  the  Commissioner,  in 
writing,  to  conduct  such  additional  test¬ 
ing.  If  the  manufacturer  makes  such  a 
commitment,  the  test  shall  be  conducted 
and  the  results  shall  be  submitted  to  the 
Commissioner  within  an  additional  150 
days  imless  the  Commissioner  grants  an 
extension  for  good  cause  shown. 

(ii)  The  Commissioner  shall  resolve 
any  issues  with  respect  to  the  adequacy 
of  testing  to  prove  or  disprove  a  claim  of 
hypoallergenicity.  A  copy  of  such  deter¬ 
mination  shall  be  provided  to  interested 
persons  and  shall  be  placed  on  public 
display  in  the  office  of  the  Hearing  Clerk. 

(7)  Any  cosmetic  product  which  is  des¬ 
ignated  in  labeling  as  hypoallergenic  or 
for  which  claims  are  made  that  one  or 
more  ingredients  are  hyp>oallergenic  or 
for  which  hypoallergenicity  is  implied 
through  the  use  of  other  terms  shall  com¬ 
ply  with  the  requirements  of  this  para¬ 
graph  as  follows: 


(I)  If  it  is  in  commercial  distribution 
on  the  date  of  publication  of  this  para¬ 
graph,  such  claims  shall  be  justified  as 
required  by  this  paragraph,  no  later  than 
two  years  after  the  date  of  publication. 

(II)  If  it  is  not  in  commercial  distribu¬ 
tion  on  the  date  of  publication  of  this 
regulation,  such  clalim  shall  be  justified 
as  required  by  this  section  before  such 
claims  are  made. 

(iii)  If  such  claims  have  not  been  jus¬ 
tified  in  accordance  with  the  require¬ 
ments  of  this  paragraph  or  if  records  of 
test  studies  have  not  been  made  avail¬ 
able  as  required  by  this  paragraph  such 
claims  may  not  be  made. 

(8)  No  data  submitted  to  the  Food  and 

Drug  Administration  may  be  construed  f 

to  represent  approval  or  endorsement  by 
the  Food  and  Drug  Administration.  Any 
product  bearing  labeling  that  states  or 
implies  that  such  test  data  has  been  sub¬ 
mitted  to  the  Food  and  Drug  Administra¬ 
tion  or  that  the  Food  and  Drug  Adminis¬ 
tration  has  approved  or  endorsed  the 
tests  or  the  product  shall  be  deemed  to 
be  misbrand^ 

(9)  Terms  and  phrases  such  as  “allergy 
tested",  “lower  rate  of  reactions”,  “safer 
for  sensitive  skin”,  and  similar  or  related 
claims  containing  such  words  as  “aller¬ 
gy”,  “irritation”,  or  “sensitivity”  in  their 
text  convey  the  same  meaning  as  “hypo¬ 
allergenic”  and  are  subject  to  all  the  re¬ 
quirements  of  this  paragraph.  Terms  or 
phrases  which  imply  complete  absence  of 
adverse  reaction  potential  or  complete 
safety  are  false  or  misleading  and  render 
a  product  misbranded. 

Interested  persons  may,  on  or  bdfore 
April  26,  1973,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 

Rm.  6-86,  5600  Fishers  Lane,  Rockville, 

MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 

Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 

Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  February  19, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.74-4305  PUed  2-22-74;8:46  am] 
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